AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§73.20

individual or entity reported, or in-
tends to report the theft or loss.

(2) A completed APHIS/CDC Form 3
must submitted within seven calendar
days.

(b) Upon discovery of a release of an
agent or toxin causing occupational ex-
posure or release of a select agent or
toxin outside of the primary barriers of
the biocontainment area, an individual
or entity must immediately notify CDC
or APHIS.

(1) The release of a select agent or
toxin must be reported by telephone,
facsimile, or e-mail. The following in-
formation must be provided:

(i) The name of the select agent or
toxin and any identifying information
(e.g., strain or other characterization
information),

(ii) An estimate of the quantity re-
leased,

(iii) The time and duration of the re-
lease,

(iv) The environment into which the
release occurred (e.g., in building or
outside of building, waste system),

(v) The location (building, room)
from which the release occurred,

(vi) The number of individuals poten-
tially exposed at the entity,

(vii) Actions taken to respond to the
release, and

(viii) Hazards posed by the release.

(2) A completed APHIS/CDC Form 3
must be submitted within seven cal-
endar days.

§73.20 Administrative review.

(a) An individual or entity may ap-
peal a denial, revocation, or suspension
of registration under this part. The ap-
peal must be in writing, state the fac-
tual basis for the appeal, and be sub-
mitted to the HHS Secretary within 30
calendar days of the decision.

(b) An individual may appeal a de-
nial, limitation, or revocation of access
approval under this part. The appeal
must be in writing, state the factual
basis for the appeal, and be submitted
to the HHS Secretary within 180 cal-
endar days of the decision.

(c) The HHS Secretary’s decision con-
stitutes final agency action.

[77 FR 61115, Oct. 5, 2012]
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§73.21 Civil money penalties.

(a) The Inspector General of the De-
partment of Health and Human Serv-
ices is delegated authority to conduct
investigations and to impose civil
money penalties against any individual
or entity in accordance with regula-
tions in 42 CFR part 1003 for violations
of the regulations in this part, as au-
thorized by the Public Health Security
and Bioterrorism Preparedness and Re-
sponse Act of 2002 (Pub. L. 107-188). The
delegation of authority includes all
powers contained in section 6 of the In-
spector General Act of 1978 (b U.S.C.
App.).

(b) The administrative law judges in,
assigned to, or detailed to the Depart-
mental Appeals Board have been dele-
gated authority to conduct hearings
and to render decisions in accordance
with 42 CFR part 1005 with respect to
the imposition of civil money pen-
alties, as authorized by the Public
Health Security and Bioterrorism Pre-
paredness and Response Act of 2002
(Pub. L. 107-188). This delegation in-
cludes, but is not limited to, the au-
thority to administer oaths and affir-
mations, to subpoena witnesses and
documents, to examine witnesses, to
exclude or receive and give appropriate
weight to materials and testimony of-
fered as evidence, to make findings of
fact and conclusions of law, and to de-
termine the civil money penalties to be
imposed.

(c) The Departmental Appeals Board
of the Department of Health and
Human Services is delegated authority
to make final determinations with re-
spect to the imposition of civil money
penalties for violations of the regula-
tions of this part.
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